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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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7) 0 Claim(s) is/are objected to. 
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CLAIMS 1-12 ARE PRESENTED FOR EXAMINATION 

Applicants' Preliminary Amendment filed May 4, 2006 has been received and entered 
into the application. Accordingly, the claims and specification have been amended as indicated 
by Applicants. 

Claim Objection 

Claim 1 1 is objected to because it depends from itself. Appropriate correction is 
required. 

Claim Rejection - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 4-9 and 12 are rejected under 35 U.S.C. 101 because the claims are not directed to 
a particular method, use or composition as provided for in 35 U.S.C. § 101, but rather a multiple 
of methods, uses or compositions. 

Appropriate correction is required such that the claims are directed to a particular 
statutory class of invention. 

Also, claims 2, 4-9 and 12 are rejected under 35 U.S.C. 101 because the claimed 
recitation of a use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 35 
U.S.C. 101 . See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and Clinical 
Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 
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Claim Rejection - 35 USC § 112, (Second Paragraph) 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

I Claim 12 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite in that it 
fails to point out what is included or excluded by the claim language. This claim is an omnibus 
type claim because therein it is set forth that the subject matter sought for patent protection is 
"All novel compounds, processes, pharmaceutical compositions, methods and uses substantially 
described with particular reference to the Examples.". Also, in claim 9, the term "e.g." makes it 
unclear as to whether that which follows represents a controlling limitation. 

The Examiner is unable to ascertain the metes and bounds of the claimed subject matter. 

Further, "The primary purpose of this requirement of definiteness of claim language is to 
ensure that the scope of the claims is clear so the public is informed of the boundaries of what 
constitutes infringement of the patent. A secondary purpose is to provide a clear measure of what 
applicants regard as the invention so that it can be determined whether the claimed invention 
meets all the criteria for patentability and whether the specification meets the criteria of 35 
U.S.C. 1 12, first paragraph with respect to the claimed invention.", (see MPEP § 2173). 
77 Further, claims 1-12 are rejected as indefinite because the term "severe" as in the claimed 
expression "severe form of bone loss diseases" is a relative term which renders the claim 
indefinite. In particular, "severe" does not particularly point out the degree of bone loss disease 
that a given person may suffer and still be considered a "severe" bone loss disease as intended by 
Applicants. Applicants have failed to provide any specific definition for this term in the present 
specification. Lacking such a definition, the skilled artisan would not be reasonably apprised of 
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the metes and bounds of the subject matter for which Applicants seek patent protection. Rather, a 
subjective interpretation of the claimed language would be required. However, as such is 
deemed inconsistent with the tenor and express language of 35 U.S.C. § 1 12, second paragraph, 
the claims are deemed properly rejected. 

77/ Further, claims 1, 4-9 and 12 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 2172.01. The omitted step or steps is/are the actual administration of the 
intended compound to the intended host. 

IV Finally, Claims 2, 4-9 and 12 are rejected indefinite because the claims provide for the 
use of the recited active agent, but, since the claim does not set forth any steps involved in the 
method/process, it is unclear what method/process Applicants are intending to encompass. A 
claim is indefinite where it merely recites a use without any active, positive steps delimiting how 
this use is actually practiced. 

Rejections Based on Art 

Due to the non-statutory and indefinite nature of the claimed subject, as explained above, 
the Examiner is unable to formulate a cogent grounds of rejection based on 35 U.S.C. § 102/103. 
Upon correction of the claims such that statutory, clear subject matter is set forth in the claims, 
the Examiner will provide any grounds of rejection based on art as appropriate. 

The art cited on the attached form PTO-892 has been included to show the general state 
of the art. 

None of the claims are currently in condition for allowance. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Raymond J. Henley III whose telephone number is 571-272- 
0575. The examiner can normally be reached on M-F, 8:30 am to 4:00 pm Eastern Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on 571-272-071 8. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Raymond J Henley III/ 
Primary Examiner 
Art Unit 1614 

October 31, 2008 



